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From the President's Desk 


As you may have noticed from messages from both our chapter 
and the national AMWA headquarters, there has been some 
restructuring of AMWA this year, partly in response to legal 
requirements and changes in focus of the national organization. 
As we informed our members last month, AMWA required its 
chapters to sign an agreement to implement specific changes by 
March 1 of this year, and based on legal advice and our 
members’ vote, the Pacific Southwest AMWA chapter leadership 
has decided not to sign this agreement. Our chapter leadership is 
currently examining other options for membership participation at 
the local level, including regional networking groups that would 
be affiliated with the national AMWA organization. If you would be 
interested in participating in these transition activities, including 
becoming a point of contact for a regional networking group, 
please contact me at president@amwa-pacsw.org. Our chapter 
will have more information about the next steps in the coming 
weeks, but please feel free to contact me with any questions in 
the meantime. 

Thanks to everyone who attended our March 4 Membership 
Appreciation event in Newport Beach. The tea and treats were 
delicious, and the company and conversations were even better. 
We also want to remind you about our lunch event on Saturday, 
March 25 at USC, where Jane Neff Rollins will present a brief talk 
about her experiences with publishing her book on navigating the 
health care system. For more information, please go to 
http://bit.ly/2nNZeX9. 

Finally, registration is open for the upcoming 2017 AMWA 
Pacific Coast Conference at the Crowne Plaza Costa Mesa 
hotel on April 21-22, 2017. You may have seen our email 
messages about the event, including those featuring intensive 
training sessions by two highly regarded experts in their 
respective fields — an editing clinic featuring Marianne Mallia of 
the Mayo Clinic, and a hands on training session on preparing 
documents foreCTD submission, led by Antoinette Azevedo. 
Antoinette, a regulatory submission specialist, is president of e- 
Submission Solutions.com. The conference will also include short 
session presentations and networking opportunities with a broad 
variety of medical writing professionals. Our Costa Mesa venue is 
close to Disneyland and the beautiful coastal town of Orange 
County, plus shopping and restaurants at South Coast Plaza. 
Other activities include a Saturday evening dinner, followed by a 
theater night at South Coast Repertory in Costa Mesa. Please 
visit our chapter webpage at http://www.amwa-pacsw.org/2017- 
pcc.html for more information and a registration link. We can’t 
wait to see you in Costa Mesa next month! 


Susan 

Susan Vintilla-Friedman, MWC 
President, AMWA Pacific Southwest Chapter 
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Editor's Desk 

Dark Data, Lost in 
Translation, and Self-Editing 

Dark Data 

The goal of clinical research is to obtain statistically 
significant and clinically meaningful data to inform 
decisions regarding the clinical utility of an 
investigational product (ie, drug, device, biologic, 
vaccine, etc). All clinical research begins with a 
hypothesis-driven clinical study protocol and ends 
with reams of patient-level data and TFL summaries. 
TFL is industry jargon for Tables, Figures, and 
Listings; these are pre-defined in the Statistical 
Analysis Plan, which must be finalized before the 
study database can be unblinded. 

Clinical data from a trial finally sees the light of day 
in the form of results summarized for regulatory 
submissions, as in clinical study reports and clinical 
summaries, or publications in peer-reviewed 
journals, and presentations. In all these cases, 
however, the patient-level data remain largely 
unpublished, but there are moves to change that. In 
this issue, Dikran Toroser describes an initiative by 
the International Committee of Medical Journal 
Editors (ICMJE) to mandate sharing/publishing of 
deidentified individual patient data linked to the 
accepted journal manuscript (see page 37). 

There is often so much data generated in a clinical 
trial that companies may lack sufficient resources to 
analyze it. This is where the issue of “dark data” 
comes in as described by Deborah Brown in this 
issue (page 39). This pool of data is "dark" because 
it may hold important insights that remain locked. 

The answer to dark data partly lies in getting it 
analyzed, and if trial sponsors are unable to do that, 
then setting it free — as the ICMJE proposes — is the 
right thing to do. 

Lost in Translation 

These days, clinical trials are often done across 
borders, and may require translation of trial 
documents depending on a country’s local (or 
official) language. As the commentary by Rebecca 
Anderson on page 34 illustrates, this may result in 
the “lost in translation” scenario. Words and phrases 
may have cultural meanings that may not be easily 
conveyed by literal translation. Short of using 
professional translation services, there is currently 
no good way to get around this problem and tools, 
such as, Google Translator have a long way to go. 

Rebecca's commentary ends with an optimistic tone, 
with a hope “that software engineers. . .work hard to 
build that Star Trek 'communicator', which lets us 
speak in real time with people in every language in 
the universe.” 

Meanwhile, medical writers must continue to write 
documents in English that cover the spectrum from 
lay summaries and informed consent forms (written 



at a fourth-grade level) to data-intensive and 
scientific and regulatory terminology-laden clinical 
documents and manuscripts for the informed 
audience, such as, the FDA and health 
professionals. 

Editing Your Own Work 

The first part of Principle 3 of the AMWA Code of 
Ethics states: “Medical communicators should write, 
edit, or participate in the development of information 
that meets the highest professional standards.” 

The process of writing, editing, and rewriting is key 
to meeting the highest standards in writing, but there 
are obstacles. As Hope Laffery in this month’s Praxis 
column “Why We Can’t Edit” writes, it is hard to self- 
edit (page 33). Why? Because we have an innate 
ability to compensate for typos and errors that our 
eyes may see but the brain may choose to ignore. 
Hope’s commentary calls out many such anchors 
that weigh the text down: 

• Our brain’s ability to make sense of anything (and 
failing to notice errors). 

• Getting too familiar with the text (and losing 
perspective). 

• Considering the act of re-reading and editing as 
boring. 

• Growing numb to working on computer screens. 

• Not budgeting enough time for re-reading and 
editing in the lifecycle of the document. 

Once we realize what these anchors are, it is only a 
matter of will to break free of them. 

Dr Seuss said: “The more that you read, the more 
things you will know. The more that you learn, the 
more places you’ll go.” So, to rephrase Dr Seuss: 
"The more that you edit, the more errors you'll know. 
The more you rewrite, better stories you’ll show.” 

Acknowledgement 

The author thanks Clare Prendergast, MA, for 
substantive editing of this article. 

Ajay K Malik, PhD 

Editor 
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Write well. 

( ) 

Think well. 


Communicating science is complex. Ever feel like the process of writing is getting 
in between you and successfully communicating your ideas? 

The less we have to think about our writing, the more we can actually think. 

Hope Lafferty Communications offers trainings and e-learning modules about writing 
for professionals and scientists to make complex ideas compelling and clear. Clear thinking 
leads to clear writing. Clear writing leads to clear thinking. 

Write well. Think well. 


Learn more and get a free copy 

of the Top 10 Writing Mistakes at hopelafferty.com 

432 207-HOPE (4673) | hope@hopelafferty.com 



Hope Lafferty Communications 
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Praxis 

By Hope J Lafferty, AM, ELS, AMWA Southwest Chapter Member 


Why We Can’t Edit 

I cdnuolt blveiee taht I cluod aulaclty uesdnatnrd 
waht I was rdanieg. 

The first problem that interferes with our ability to 
edit our own work is our mind’s ability to 
compensate. If you’ve seen the show Brain Games, 
they demonstrate the many ways our brains are 
programmed to make sense out of anything that’s 
confusing. Even if you haven’t seen the show, if you 
could read the opening line, you get my point. 

We are hard wired to find patterns. Considering how 
many typos and other editorial problems show up in 
our browsers and in boxes, we reinforce these 
natural abilities every day. But this innate gift doesn’t 
help us catch the things that we need to correct. To 
edit, we need to compensate for the compensation. 

Also, we can get way too familiar with the text. 

Before the ubiquity of laptops and devices — and of 
course only when I was single — I’ve been known to 
sleep with my giant Websters dictionary and a 
sundry notepad or two. I don’t know if you’ve ever 
had a computer for a bed partner, but even if you 
won’t cop to it, you know your content so well that it’s 
hard to get perspective on it. 

Consider the sections that you feel like you’ve read 
so many times that you dread reading them. You 
might gloss over them and move on to the stuff that 
really needs work (or really doesn’t). In fact, the 
sections that you don’t want to read again are the 
ones that need most of your attention. What do they 
say? The people who are hardest to love are the 
ones who need it the most? Cozy up. 

Then after all the brain-power and excitement and 
fretting involved in the writing, reading the document 
to edit might seem really boring. Similar to the 
sections that you dread reading, if you’re drifting off 
when you’re reading, that could signal a section that 
would benefit from a hearty edit. 


Because most of us write while staring into a 
computer, we can get mesmerized by the screen. 
We’re always looking at screens now, so there’s 
nothing unique to that activity. Nothing to shake our 
brain into a different way of thinking — like the 
thinking the we need to muster an edit. We need 
challenge ourselves to think differently. At the risk of 
stating the obvious, editing is a unique way of 
thinking compared to writing, browsing, or anything 
else you might do while looking at a screen. 

Finally, we often find ourselves with little or no time 
to critically read or review our writing. We don’t 
factor in editing time because we’ve rolled it up in 
the grand rubric of writing — and we barely have time 
for that. 

In celebration of my election as President Elect of 
the Board of Editors in the Life Sciences (BELS) 
(thanks to everyone who voted for me), the posts for 
the next few months will center on editing, 
particularly the challenge of editing our own work. 

Let me know the issues that you’ve encountered 
when you rewrite (ie, edit) your documents for the 
thousandth time. I’d love to hear from you, and 
perhaps as a community we can come up with some 
solutions. 


0 HOPE J LAFFERTY, AM, ELS, joined AMWA in 
2003, currently serves as AMWA s Education 
Administrator, and will become President of the 
Board of Editors in the Life Sciences in May 2017. 
The bulk of her work centers in the academic and 
research space, and after years of exclusively 
editing and writing, Hope has stepped out from 
behind the desk to teach communications skills (scientific [and 
other] writing, public speaking, and engaged listening) and 
consult with medical and public health researchers on 
multiproject grant applications and book proposals. She blogs, 
meditates, and podcasts out of Marfa, Texas, and looks for any 
excuse to take a roadtrip. Connect with Hope at 
hope@hopelafferty.com. 


2017 

AMWA 


Medical Writing & 

Communication 

Conference 

NOVEMBER 1-4 ORLANDO, FL 


Trends and Opportunities for Medical Communicators 


POSTSCRIPTS | VOL 7, NO. 50 | MARCH 2017 33 




Brain Candy 


Writing in Many Tongues 

By Rebecca J Anderson, PhD, AMWA Pacific Southwest Chapter Member 


Translating between languages can be tricky. I 
vividly remember a colleague who was the medical 
director for a clinical trial our company was 
conducting in China. She drafted the protocol in 
English, which was translated for the Chinese 
principal investigator, who made some changes, 
based on local regulations and various feasibility 
issues, and sent it back. The revised protocol was 
back-translated into English, and my colleague 
found fault with a few items in the new version, 
made edits, and sent it back to her Chinese 
colleagues. The rounds of revisions and translations 
went on endlessly. I suspect that, in the end, most of 
the disagreements had more to do with 
misinterpretation of the translated text than problems 
with the study design. 

Misinterpretation in translating text is a surprisingly 
common pitfall. For example, as technical writer Arle 
Lommel points out, “frog” is generally translated into 
Frosch in German. But if the document has to do 
with railroads, “frog” refers to the place where two 
railroad tracks cross and should be Herzstucke in 
German. Just imagine the befuddled German 
reader! 

Much of this sort of confusion has been minimized in 
science, because — like it or not — English has 
become the lingua franca since the discovery of the 
double helix. Non-native English speakers learn 
English as a second language, because it is usually 
the “default” for communicating at scientific 
conferences and even in the laboratory, if several 


nationalities are represented. Scientists in many 
countries choose to publish their research in 
English-language journals rather than in their native 
language, because their research will more likely be 
read and cited. 

Most of us who are native English speakers (I 
include Americans in that group, although the British 
might disagree) don’t bother to learn a second 
language. For us, there is no impelling need. 

I took Latin in high school and German in college, 
only to fulfill the schools’ language requirements. My 
choices were dictated by counselor 
recommendations, misguided or not, that Latin was 
the root language for all of science, and most of the 
“classic” chemistry publications — chemistry was my 
college major — historically had been published in 
German. Although I never became fluent in either 
Latin or German, I’m a whiz with biological genus 
and species names, and I know why “data” is the 
plural form of “datum.” Ask me to communicate, 
conversationally or scientifically, in those languages? 
Fuhgeddaboudit. 

Reflecting this dominance of English, a survey 
published recently in PLOS Biology found that the 
majority (about 65%) of the research available 
through Google Scholar was published in English. 
The other 35% (most of which were in Spanish, 
Portuguese, or Chinese) were publications that, 
quite understandably, reached more specific 
audiences. Although some of these articles reported 
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scientific topics of particular interest to a local region, 
other scientific contributions of extremely important, 
general interest may have been overlooked. 

For example, in January 2004, a group of Chinese 
scientists reported that pigs were being infected with 
the H5N1 avian flu virus, making it more likely that 
this deadly strain would jump to humans. Their 
study was published in a small Chinese journal of 
veterinary medicine and went unnoticed until August, 
when the World Health Organization learned about 
the study and rushed to have the article translated. 

Science reporters contribute to this problem, too. 
Perhaps unwittingly, they preferentially interview 
English-speaking scientists. The PLOS authors cite 
cases where the discoveries made by scientists from 
non-English-speaking nations were overlooked by 
the English-language media, who interviewed and 
quoted only the discoverers’ British/American 
collaborators. 

We should not disregard the important work of 
colleagues just because their native tongue is not 
English. But the PLOS authors acknowledged how 
hard it is to remedy the problem. They suggested 
that it would help if summaries/abstracts were 
published in multiple languages, and if journals 
facilitated or sponsored translations. But those 
solutions are not easy or cheap. (Remember the 
frogs!) 


Personally, it would be nice if I could read Newton’s 
Principia in the original Latin or Einstein’s theory of 
relativity in the original German. My hope, though, is 
that software engineers will focus less on Siri and 
Alexa and work hard to build that Star Trek 
“communicator,” which lets us speak in real time with 
people in every language in the universe. In the 
meantime, let’s give Google Translator some teeth 
(or rather, some tongues). 

The PLOS Biology article can be found at: 
http://journals.plos.org/plosbiology/article?id=10.137 
1 /journal. pbio. 2000933 


REBECCA J ANDERSON, PhD, is a freelance 
medical writer and the author of two books, 

Nevirapine and the Quest to End Pediatric AIDS 
and Career Opportunities in Clinical Drug 
Research. Prior to medical writing, Dr. Anderson 
managed research and development projects for 
twenty-five years in the pharmaceutical/biotech industry. She 
holds a PhD in pharmacology from Georgetown University. 
She lives in Southern California, and when she is not writing, 
she absorbs the sights and sounds of the West Coast’s rich 
culture and heritage. She can be reached at 
rebeccanderson@msn.com. 




May 1-3, 2017 

Gaylord National Resort & Convention Center 
National Harbor, MD, USA 


GLOBAL PUBLICATION PRACTICES: 

ADVANCING ETHICS AND SCIENTIFIC INTEGRITY 
IN AN ERA OF DATA-SHARING 
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Caught in the middle of a healthcare storm? 


Health Care Navigation 101 


Health Care Navigation 101: Make the Health Care 

System Work for You 

By Jane Neff Rollins MSPH (Author) 

ISBN-10: 1530547113, ISBN-13: 978-1530547111 
Paperback - March 13, 2016 

Join the Pacific Southwest AMWA Chapter on March 25, at the 
University of Southern California in Los Angeles to hear Jane discuss 
her new book. This handbook is for anyone who needs help dealing 
with the modern health care system and its challenges, or for those who 
want to understand the current 
system. 


But beyond the content, the 
process of writing a book was an 
unexpected challenge for 
someone who earns her living by 
writing. And promoting the book 
once she self-published was 
(and remains) even more 
daunting. Jane will share her 
stories of run-ins with the health 
care system that led her to want 
to write the book, and the ups 
and downs of actually doing so. 

Date: Saturday March 25, 2017 
Time: 11:30 AM -2:30 PM 

Place: 

University of Southern California 
1540 Alcazar St. 

Center for Health Professions (CHP 155) 
Los Angeles, CA 90033 
Cost: $20 for AMWA members, $25 for 
nonmembers 


Register here: 

http://bit.ly/2nNZeX9 or click here 

Find the book on Amazon: 

https://www.amazon.com/Health-Care-Navigation-1 01 -System/dp/1 530547 113/ 
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AMA-zing Style — The AMA Manual of Style Column 

By Dikran Toroser, PhD, CMPP, Amgen Inc., Thousand Oaks, Calif. 

ICMJE, Data Sharing, and Intellectual Property 


Recently, the International Committee of Medical 
Journal Editors (ICMJE) proposed that “as a 
condition of consideration for publication .. .authors to 
share with others the deidentified individual-patient 
data underlying the results presented in the 
article... no later than 6 months after publication. The 
ICMJE also proposes to require that authors include 
a plan for data sharing as a component of clinical 
trial registration."' 1 

According to The Lancet, one of the most respected 
medical journals in the world, the response from 
trialists to the ICMJE proposals has been 
“explosive," 2 with strenuous objections — especially 
to the 6-month rule. Although the dust is still settling, 
some have voiced support, but others have called 
the proposals “horrible.” 2 The Lancet published a 
picture of a bloody nose with its commentary, with 
the text “The ICMJE has been given a bloody nose." 
At the moment medical publication professionals are 
waiting with bated breath for the outcome of the 
latest ICMJE proposals. 

This is not the first time that the ICMJE has 
influenced changes in clinical practice. In 2004, the 
ICMJE committed its members to publishing trials 
only if the study had been registered before 
enrollment of its first patient. With that move, ICMJE 
helped to trigger an incredible change in publishing 
practice. Clinical trials registrations soared, and 
selective or biased reporting has consequently 
decreased. The AMA Manual of Style covers the 
background to ICMJE’s influence in the context of 
intellectual property and ownership of data. 

Intellectual Property: Ownership, Access, Rights, 
and Management. Intellectual property is a term for 
that which results from the creative efforts of the 
mind (ie, intellectual) and that which can be owned, 
possessed, and subject to competing claims. Three 
legal doctrines governing intellectual property are 
relevant for authors, editors, and publishers in 
biomedical publishing: copyright, patent, and 
trademark. 

Ownership and Control of Data. Conceptual 
application of the term property to scientific 
knowledge is not new, nor are disputes over 
ownership, control, and access to original data. With 
the possible exception of commercially owned 
information, scientific data are viewed as a public 
good, allowing others to benefit from knowledge of 


and access to the information without decreasing the 
benefit received by the individual who originally 
developed the data. However, personal, 
professional, financial, and proprietary interests can 
often interfere with the altruistic goals of data 
sharing. 

Ownership of Data. For our purposes here, data 
can include but are not limited to written and digital 
laboratory notes, documents, research and project 
records, experimental materials and a very long list 
of other materials. Data produced by employees in 
the commercial sector (eg, a pharmaceutical, device, 
or biotechnology company, health insurance 
company, or for-profit hospital or managed care 
organization) are most often governed by the legal 
relationship between the employee and the 
commercial employer, granting all rights of data 
ownership and control to the employer. 

Data Sharing and Length of Storage. The notion 
that data should be shared with others for review, 
criticism, and replication is a fundamental tenet of 
the scientific enterprise. Sharing research data 
encourages scientific inquiry, permits reanalyses, 
promotes new research, facilitates education and 
training of new researchers, permits creation of new 
data sets when data from multiples sources are 
combined, and helps maintain the integrity of the 
scientific record. Yet the practice of data sharing has 
varied widely, and it was not until relatively recently 
that guidelines for data sharing were developed. 

Data Sharing, Deposit, Access Requirements of 
Journals. Scientific journals should clearly and 
prominently state (in their instructions for authors) 
their policies for distribution of publication-related 
materials, data, and other information. Policies for 
sharing materials should include requirements for 
depositing materials in an appropriate repository. 
Policies for data sharing should include 
requirements for deposition of complex data sets in 
appropriate databases and for the sharing of 
software and algorithms integral to the finding being 
reported. The policies should also clearly state the 
consequences for authors who do not adhere to the 
policies and the procedure for registering complaints 
about noncompliance. A number of scientific journals 
(eg, Science, and Nature) require authors to submit 
large data sets (eg, protein or DNA sequences) to 
approved, accessible databases and to provide 
accession numbers as a condition of publication. 
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See pages 179-184, 209-210 and 219 in theAMA 
Manual of Style 10 th edition for additional 
information. 

Acknowledgement Thanks are due to Ajay Malik, 
PhD, for editorial input. 
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Medical Journal Editors. N Engl J Med., 374 
(4):384-6 

2. Horton (2016) Offline: Data sharing — why editors 
may have got it wrong. The Lancet, 388; 1143 


DIKRAN TOROSER, PhD, CMPP, a member 
of the AMWA Pacific Southwest chapter, has 
been a regular contributor to the Postscripts 
magazine since 2012. He developed the 
monthly AMA-zing Style column which 
covers topics from the AMA Manual of Style, 
and has also written on publication-related 
topics in these pages. Dikran is currently a Senior Medical 
Writing Manager at Amgen Inc. in Thousand Oaks, California. 
He earned his PhD in Biochemistry from Newcastle University 
(UK), and did his postdoctoral training in biochemical genetics 
at the John Innes Center of the Cambridge Laboratory 
(Norwich, UK) and in molecular biology with the USDA. Prior to 
Amgen, Dikran was on the faculty (research) at the School of 
Pharmacy at the University of Southern California. He can be 
reached at dtoroser@amgen.com. 



Upcoming Chapter Events 


AMWA Pacific Southwest Chapter Lunch (Monthly) Teleconference 
Occurs First Friday of the month, 12:00-1:00 PM Pacific time 

Hosted by Donna Simcoe, Past President of the Chapter 
Dial-in number: 706-913-1155 

Participant code: 0204157# (or from your iPhone: 706-91 3-1 155, ,02041 57#) 
Free. Open to members and non-members. 

Next meeting: Friday, April 07, 2017 


• March 04, 2017: Member Appreciation Event: Tea Moderno at The Resort at Pelican Hill in 
Newport Beach. 

• March 25, 2017: Jane Rollins will talk about her experience publishing her book on healthcare 
information for patients. 

• April 22, 2017: Pacific Southwest Chapter Conference, Costa Mesa, CA 
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Shining A Little Light on Dark Data 

By Deborah Brown, Past member of AMWA Pacific Southwest Chapter 


OK, I admit it. As a Public Relations and Marketing 
Communications Pro, I often grow weary of the ever- 
changing buzzwords, marketing platforms, fads, and 
gimmicks that circulate in my industry. Being a vet 
who has seen a lot of things come and go, I can say 
many — but not all — “bright shiny objects” are passed 
off as new, when they actually have been around for 
many years and simply re-packaged and re-named. 

Such is the case of the intriguing and sexy 
term — “Dark Data.” 

Conjuring up “Star Wars” sci-fi images of “Dark 
Matter, Dark Energy” and other cosmic references, 
one must concede there is a bit of a parallel universe 
quality to Dark Data. It has been widely reported that 
scientists consider most of the Universe to be 
comprised of Dark Matter. In like manner, business 
experts contend the majority of the data an 
organization collects can be considered Dark Data. 

The term, “Dark Data,” is believed to have originated 
with prominent consulting firm, Gartner. It is defined 
as “the information assets organizations collect, 
process, and store during regular business activities, 
but generally fail to use for other purposes.” 

Please note Dark Data primarily refers to 
information/data that is difficult for computer systems 
to analyze easily. 

Here at PR a la carte, we regard it as mostly 
“unstructured” potentially useful data a business 
collects, but finds is too difficult or expensive to use in 
any meaningful way. 

That’s right. While the specifics of Dark Data may 
vary from company to company, it all comes down to 
information you haven’t been able to “get your head 
around” — to potentially leverage or monetize. 

In summary, the core Dark Data Dilemma could be 
posed this way by XYZ Company Marketing VP: “It 
would be great if we could analyze and mine all this 
data we collected to find trends and patterns, and 
perhaps better ways to customize our PR/marketing 
efforts, implement new programs/processes, and 
boost sales, but we don’t have the 1 ) people 2) 
expertise 3) technology or equipment 4) money 5) 
time 6) legal right to do it.” 

Examples of Dark Data 

So what are examples of substances containing this 
mysterious “Dark Data?” Not to disappoint you, but it 


mostly boils down to simple things — "old-school” 
communication vehicles which provide insights into 
how humans are thinking and feeling. After all, 

Public Relations (PR) and marketing are still 
ultimately about successfully understanding various 
groups of people — their wants, needs, and 
behaviors. 

While it’s certainly true more sophisticated 
instruments — such as telematics and sensors — can 
produce Dark Data, it still remains the domain of the 
largely mundane. That said, here are just some of the 
common types of information that can fall into the 
black hole of Dark Data. 

• Images 

• Video 

• Many Word docs, pdfs, zip files, emails, 
messages, calendars, PowerPoint slides, and 
Excel models. 

• Natural language (human speak - English, 

French, Chinese, etc.) 

• Survey results from some brand studies 

• Quantitative results from some focus groups 

• Qualitative research 

Problems With Dark Data 

Dealing with Dark Data can be frustrating on a variety 
of levels. Besides leaving potentially "golden” 
information unmined for reasons discussed earlier, 
organizations often decide to store it, mainly for 
regulatory/compliance, record-keeping, and / or legal 
purposes. In some cases, they are collecting so 
much data, they are not entirely sure exactly what 
data they are collecting. In turn, all this storage of 
data can produce security and liability concerns, 
especially with the prevalence of hacking and identity 
theft. All these problems, one way or the other, exact 
a price from the organization in terms of time, money, 
or resources. 

“Take-Aways” Regarding Dark Data 

What else may you want to know — in a cursory, take- 
away sense — about Dark Data? Here are some 
interesting facts in relation to trends in data collection 
and the whopping percentage of Dark Data . . . 

• According to an article attributed to IBM, a 
staggering 2.5 quintillion bytes of data are created 
every day. Thus, 90% of the data in the world 
today has been created in the last two years 
alone. Predictions point to this trend accelerating. 

• Also per IBM, approximately 60% of information 
loses its value immediately. This is often due to the 
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inability to analyze and act on the information in a 
timely manner. 

• A Forrester Research survey reportedly revealed 
that technology execs and decision-makers 
estimate as much as 88% of data they collect is 
considered Dark Data. 

• Per MARTECH TODAY, there are reputedly as 
many as 4,000 marketing technologies currently 
available. Most of these technologies do not 
communicate or interface easily with each other, 
making much of the data collected “dark” in 
nature. Examples of this plethora of technologies 
include social media monitoring vehicles such as 
Hootsuite; CRM systems such as SalesForce and 
NetSuite; customer experience tools such as 
Verint and Genysys; traditional print and online 
advertising, and so much more. 

There is considerable optimism for the future in terms 
of converting Dark Data into workable, actionable 
business intelligence, as computer technologies 
become more sophisticated and as companies come 
to realize the value of the information left on the 
table. Cognitive computer systems such as the IBM 
Watson (this computer beat humans in playing 
“Jeopardy” back in 2011) and others lay claim to 
being able to help coax Dark Data out of the 
shadows and into the light of purpose and utility. 


For those who labor in the fields of PR and Marketing 
Communications, such technology represents the 
promise of better illumination at the other end of the 
tunnel. 

Note: 

This article was originally published on Linkedln 
(www.linkedin.com/in/4healthdbrown) as well as on 
Brown's "Deb Dish" blog at www.prmenu.com. 


DEBORAH BROWN is a past member of the 
AMWA Pacific-Southwest chapter and a long-time 
Public Relations, Advertising, Marketing (PRAM) 
healthcare and medical writer. Brown holds a 
Bachelor's degree in Public Relations and is a 
recipient of the 2012 Golden Advocate Award 
presented by the Healthcare PR & Marketing 
Association (HPRMA) of Southern California. She 
is owner of PR a la Carte, a boutique public relations and 
marketing consultancy located in the Los Angeles area. Her 
recent projects have included ghosting medical and healthcare 
related blogs, creating a B2B survey for a Corporate Wellness 
software entity, and researching/writing a medical animation 
market analysis. She can be reached via email at 
deborah@prmenu.com or via her website www.prmenu.com. 




40 POSTSCRIPTS | VOL 7, NO. 50 | MARCH 2017 


Career Corner 


Medical Writing Open Positions 

Compiled By: Sharyn Batey, PharmD, MSPH 
Employment Coordinator, AMWA Pacific Southwest Chapter 


Medical Writer 

Valesta Clinical Research Solutions. Tucson. AZ 

http://www.indeed.com/cmp/Valesta-Clinical-Research-Solutions/jobs/Medical-Writer- 
720401 f3bd8fb4f9?q=medical+writing 

Scientific Writer 

Ambry Genetics. Aliso Vieio, CA 

http://job-openings.monster.com/monster/ff5ad26e-7a8a-4f7e-8ddc- 
400261 dc634c?mescoid=2700440001 001 &jobPosition=6# 

Director, Medical Writer 

Avanir Pharmaceuticals. Inc., Aliso Vieio. CA 
http://job-openings.monster.com/monster/e90408f5-3251-4ed8-a03e- 
267de7bf5c5a?mescoid=1 1 00049001001 &jobPosition=21 


Scientific Writer - OFIS 

City of Hope, Duarte. CA 

https://chm.tbe.taleo.net/chm04/ats/careers/requisition.jsp?org=CITYOFHOPE&cws=1&rid=8705&utm_ 

source=jobs2careers&utm_medium=cpc&utm_campaign=jobs2careers 

Technical Writer 

InTouch Health. Goleta. CA 

http://intouchhealth.applytojob.com/apply/job_20161220203719_V1AXMQYKZRBDS9RK/Technical- 

Writer?source=INDE 

Regulatory Affairs Technical Writer 

Kelly Services recruiting for unstated company in Goleta. CA 

https://kelly.secure.force.com/CandidateExperience/CandExpJobDetails?id=a7V80000000PZ8H&sourc 

e=lndeed&utm_campaign=lndeed&utm_medium=cpc&utm_source=lndeed&rx_campaign=indeed25&rx 

_group=101400&rx_job=US41L7BS_BH1251418&rx_source=lndeed&rx_medium=cpc 


Technical Writer 

B. Braun Medical Inc. Irvine. CA 

https://bbrauncareers-bbraun.icims.com/jobs/9509/technical- 

writer/job?mode=job&iis=Job+Board&iisn=lndeed.com&mobile=false&width=1168&height=500&bga=tr 

ue&needsRedirect=false&jan1offset=-480&jun1offset=-420 

Medical Writer - Pharmaceutical 

Brandkarma. Irvine. CA 

http://job-openings.monster.eom/monster/8af005f9-c97d-4303-b0e9- 
a0ce8b5b4e77?mescoid=2700440001 00 1 &jobPosition=22# 


Senior Medical Writer - Transcatheter Heart Valve 

Edwards Lifesciences. Irvine. CA 

https://edwards.taleo.net/careersection/edwards_external_cs/jobdetail.ftl?job=009321&src=JB-10046 

Medical Writer 

Medtronic. Irvine. CA 

https://jobs.medtronic.com/jobs/medical-writer-21 824?src=JB-1 0288 

Senior Medical Writer 

Medtronic. Irvine. CA 

http://job-openings.monster.com/monster/44081eb4-32d4-4695-b007- 
fc7 1 4beb6c7d?mescoid=2700440001 00 1 &jobPosition=6 

Medical Writer with CER Experience 

Kelly Services recruiting for unstated client in Irwindale, CA 

https://kelly.secure.force.com/CandidateExperience/CandExpJobDetails?id=a7V80000000Pa4l&source 

=lndeed&utm_campaign=lndeed&utm_medium=cpc&utm_source=lndeed&rx_campaign=indeed25&rx_ 

group=101400&rxJob=US33MXGR_BH1252737&rx_source=lndeed&rx_medium=cpc 
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Scientific Writer I 

Public Health Institute. Monrovia. CA 

https://www.phi.jobs/postings/4368 


Freelance Medical/Scientific Writer 

Hoag Orthopedics. Orange, CA 

https://www.indeed.com/cmp/Orthopaedic-Education-and-Research-lnsti/jobs/Freelance-Medical- 
Scientific-Writer-51 de2211bde6cdb6?q=medical+writing 

Medical Writer 

Lotus Clinical Research. LLC. Pasadena. CA 

http://www.indeed.com/cmp/Lotus-Clinical-ResearclvLLC/jobs/Medical-Writer- 

59aec4e7f9b0493c?q=medical+writing 

Director, Medical Writing 

Acadia Pharmaceuticals Inc., San Diego. CA 
http://job-openings.monster.com/monster/dabeaf8e-2f59-447b-aad5- 
bdfl 3097b757?mescoid=11 00049001 001 &jobPosition=5 

Senior Technical Writer II Investigations - QC Chemistry 

Ajinomoto Althea. Inc.. San Diego. CA 

http://www.biospace.com/jobs/job-listing/sr-technical-writer-ii-investigations-qc-chemistry-365244 


Lead Medical Writer 

Dart NeuroScience LLC. San Diego. CA 

http://www.biospace.com/jobs/job-listing/lead-medical-writer-366249 

Medical Writer III (Clinical Science) 

Gen-Probe. San Diego. CA 

http://job-openings.monster.com/monster/977b4ef0-9d0f-418b-90d6- 
731 cf2a9240a?mescoid=2700440001 001 &jobPosition=3# 

Medical Writer III (Clinical Science) 

Holooic, San Diego. CA 

https://hologic.taleo.net/careersection/2/jobdetail.ftl?job=100520&src=JB-10081 

Senior Technical Writer 

lllumina, San Diego. CA 

http://job-openings.monster.com/monster/1e098efb-762e-4920-af24- 
1 3859bc42088?mescoid=2700440001 00 1 &jobPosition=8 

Senior Medical Writer 

Intercept Pharmaceuticals. Inc. San Diego CA 
http://job-openings.monster.com/monster/9db8ae89-10e7-4931-80c7- 
2080efddd980?mescoid=2700440001 001 &jobPosition=34# 

Associate Director / Director Medical Writing (Publications) 

Intercept Pharmaceuticals. Inc, San Diego CA 
http://job-openings.monster.com/monster/531f1 663-1 lee-41 ab-8fe6- 
ad20ff7d 1 cl 4?mescoid= 1 1 0004900100 1 &jobPosition= 1 8 

Science / Medical Proofreader (Marketing) 

International Programming & Systems Inc.. San Diego. CA 

https://ipsamerica.com/Jobs/lnfo.aspx?id=4165i&id2=6&utm_source=lndeed&utm_medium=organic&u 

tm_campaign=lndeed 

Medical Writer 

inVentiv Health Clinical. San Diego, CA 

https://www.indeed.com/cmp/inVentiv-Health-Clinical/jobs/Medical-Writer- 

c32bba5519bc6fd6?q=medical+writer 


42 POSTSCRIPTS | VOL 7, NO. 50 | MARCH 2017 


Scientific/Technical Writer/Editor (Part-time) 

Leidos. San Diego, CA 

http://job-openings.monster.com/monster/2ee74907-aedd-46d4-a849- 
3df7ca5337a2?mescoid=2700440001 001 &jobPosition=5 

Technical Editor (Contractor) 

MLS Technologies, Inc, San Diego, CA 

http://search4.smartsearchonline.com/receng/jobs/jobdetails.asp?current_page=2&city=&location=&jo 

b_type=&emp_status=&country=&k1=&k2=&k3=&k4=&k5=&k6=&k7=&k8=&salary_min=&co_num=&a 

pply=yes&job_number=905&sourcename=lndeed 

Clinical Writer 

ScienceMedia, San Diego, CA 

https://www.indeed.com/cmp/ScienceMedia/jobs/Clinical-Writer- 

7b6f2cf72d65f61b?q=medical+writer+remote 


Medical Writing Manager (Health Economics) 

Amgen, Inc, Thousand Oaks, CA 

http://careers.amgen.com/job-en/6994857/med-writing-manager-health-economics-thousand-oaks-ca/ 

Senior Medical Writer - Remote 

MMS Holdings Inc. Thousand Oaks. CA 

http://mmsholdingsinc.applytojob.com/apply/381952066659787b5d7b00034550400907410a5824622f 
756c224f1 7054b0245600021/Senior-Medical-Writer- 
Remote?source=INDE&sid=Rv0YTilMmH27tiu03rUje5d99ixDCrUtWVs 

Senior Medical Writer 

MicroVention. Inc.. Tustin. CA 

https ://sjobs. brassring. com/TGWebHost/jobdetails.aspx?jobld=333921&partnerid=25987&siteid=5297 


If you want to share job leads with the members of the Pacific Southwest Chapter, please contact 
Sharyn at employment-coordinator@amwa-pacsw.org. 



|http://www.medicalaffairs.org/annual-meeting/ 
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AMWA Pacific Southwest Chapter Warmly Welcomes 

Our New Members 


OlwLyftrpk&r VJcUJU&ry — Loy A^gtLcyj OA 
EmiXy 'Piuja^ky — So-^y P Ltgo-j OA 
Erfc^v^ AbdcL/ w^i&oMy — Ooyo-vuxsj OA 
Ko-tfyULj'Lvu’y ftWL Wo^o^v — Loy Av^QtXty, OA 
tAtii^ay KlaAb' — R Sa*vfay M.curQo-irvta', OA 
Naj&eb' SlMyTWtWUJ — Irviy^yCyj OA 
UyWay — Oo~rWoo^dy> OA 


0 

Los$« 

m* 

Long Beocho 


<D 

Q 

v%„9" 


Pi*nO*t*n 
L > :•■••■> 



List courtesy of Kristina Jong, MD, AMWA Pacific Southwest Chapter membership coordinator. 
Email: member-coordinator@amwa-pacsw.org 


AMWA EDUCATION 
Write better. Write now. 


2017 AMWA CHAPTER CONFERENCE SCHEDULE 

http://www.amwa.org/chpt_conferences2 

Mid-Atlantic Chapter Conference 

March 10, 2017. Chevy Chase, MD 

Delaware Valley Chapter Freelance Conference 

March 18, 2017. King of Prussia, PA 

Southwest Chapter Conference 

April 22, 2017. Austin, TX 

Pacific Southwest Chapter Conference 

April 22, 2017. Costa Mesa, CA 

Indiana Chapter Conference 

April 22, 2017. Indianapolis, IN 

Delaware Valley Chapter presents the Princeton Conference 

April 22, 2017. Princeton, NJ 

Carolinas Chapter Conference 

May 5, 2017. Chapel Hill, NC 



• Online 

• In-person 

• Self-Study 


44 POSTSCRIPTS | VOL 7, NO. 50 | MARCH 2017 



What's Happening at AMWA National 


What’s New 

AMWA-EMWA-ISMPP Joint Position Statement. Professional medical writing 
support helps authors and sponsors to disclose their research in peer-review 
journals and scientific congresses in an ethical, accurate, and timely manner, with 
the ultimate aim of advancing patient care. Read the full joint position statement at 
http://www.amwa.Org//Files/JointPositionStatement.ProfessionalMedicalWriters.Jan 
2017.pdf 

CORE Reference 

AMWA partnered with EMWAto create the CORE Reference, a user manual to 
help medical writers navigate relevant guidelines as they create clinical study 
report (CSR) content, http://www.amwa.org/core 

AMWA Online Learning 

Visit http://www.amwa.org/online_learning 

Includes On-Demand Videos (including over 25 recordings of live AMWA webinars) 
and Resource Documents (including Pocket Trainings and AMWA Journal 
Collections). Featured activities: 

• FIT: Fast Interactive Training 

• Unlock the Secrets to Freelance Success 

• Check. Correct. Improve. Be Your Own Best Editor 

• Regulatory Writing Overview: Roles, Documents, and Process 
•A Career in Medical Communication: Steps to Success 

• Harness the Power of EndNote 

• Ten Characteristics of Effective Tables and Graphs 

Regulatory Writing Overview package - Jump-start a career in regulatory writing 
with this three-part online learning activity. Save over 15% by purchasing all three 
activities as a package. Learn more atwww.amwa.org/regulatory123. 

A Career in Medical Communication: Steps to Success - Designed to answer the 
most frequently asked questions about becoming a medical writer, this online 
learning activity will explore what medical communicators do, where they work, and 
the variety of documents they produce. Explore further at 
www. amwa.org/ca re ersteps. 

Find these activities, archived recordings of AMWA Live Webinars, Pocket 
Trainings, and more in AMWA Online Learning at www.amwa.org/online_learning. 

Essential Skills Package 

Purchase all 7 Self-Study Workbooks and earn the AMWA Essential Skills 
certificate at your own pace. Certificate enrollment is included. 
http://www.amwa.org/es_express 

Upcoming AMWA Webinars 

Visit the AMWA Event Calendar (http://www.amwa.org/calendar_list.asp) for a full 
list of upcoming events, and registration details. Most webinars are $55 for 
members and $95 for non-members. 
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Backpage 


From the FDA History Files 



The Food and Drugs Administration (FDA), an 
agency of over 15,000 employees, traces its roots 
back to a single chemist of the Bureau of Chemistry, 
who in 1862 was assigned to analyze food and 
agricultural samples for adulteration. 

The year 1862 is straight out of the history books: 
Abraham Lincoln was the president, the United 
States was in the midst of the Civil War, and public 
health was also a major concern for concern. By 
1883, Harvey Washington Wiley, the chief chemist at 
the Bureau of Chemistry, had assembled a small 
group of chemists dedicated to investigating 
adulteration in agricultural commodities. 

The Federal Foods and Drugs Act of 1906 (or Wiley 
Act) added regulatory and enforcement functions to 
the budding agency's mission, mainly targeting 
misbranding of food and drugs, and interstate 
commerce of adulterated or contaminated food or 
drugs. The quality and identity standards of drugs at 
that time were governed by the United States 
Pharmacopeia and the National Formulary. The food 
(not defined in any standards) was required to be 
free of any substitute for the food (ie, adulteration), 
or any filthy or decomposed substance; and with no 
concealed damage or health hazard. Furthermore, 
the label for drugs or food could not be false or 
misleading. 

In 1927, the Bureau of Chemistry became the Food, 
Drug, and Insecticide Administration, and the agency 
assumed primarily regulatory functions. Three years 
later, “Insecticides” was dropped from the moniker, 
and the name of the agency was shortened to the 
FDA. By the 1930s, the focus of the agency shifted 
toward “patented” drugs. 

The 1938 Food, Drug, and Cosmetics Act was the 
watershed moment in the agency’s history. This Act 


provided legal basis to mandate quality standards for 
food, and prohibited false therapeutic claims by food 
or drug manufacturers. The Act also brought 
cosmetics and medical devices under the FDA 
regulation for the first time, and gave the FDA the 
power to conduct factory inspections. Another Act 
granted the Federal Trade Commission jurisdiction 
over advertising of these products. 

The era of demonstrating the safety and efficacy of a 
new drug or device before marketing started in 1962 
with the Kefauver-Harris Amendment to the 1938 
Food, Drug, and Cosmetics Act. This amendment 
helped avert the thalidomide disaster in the United 
States. Thalidomide, first marketed in West 
Germany as an anti-nausea, anti-morning sickness 
drug for pregnant women, resulted in infants born 
without limbs — nearly 10,000 infants were affected in 
Europe before this drug was withdrawn from the 
market. 

The Kefauver-Harris Amendment remains the 
cornerstone of the FDA’s mission to provide safe 
and effective drugs intended to promote health and 
prevent diseases. 

Sources: 

• FDA origins and history. 

https://www.fda.gov/AboutFDA/WhatWeDo/History/Ori 

gin/default.htm 

• FDA history page at Flickr. 

https://www.flickr.com/photos/fdaphotos/albums/72157 

624615595535 

• Thalidomide page at Wikipedia. 

https://en.wikipedia.org/wiki/Thalidomide 

• FDA chemist Lee Geismar image from 1960s via FDA 

Flickr page. 

https://www.flickr.com/photos/fdaphotos/4899254662/in 
/album-721 5762461 5595535/ 

— Ajay K Malik, PhD 
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IMAGE: FDA chemist, Lee Geismar, reviewing a new drug application. Today, such applications 
would be submitted in an electronic format and not as a truckload of paper stacks. Year: 1960s. 
Source: FDA history page at Flickr. 
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AMWA 2017 Pacific Coast Conference 


April 21 - 22, 2017 
Crowne Plaza Hotel Costa Mesa 
3131 Bristol Street 
Costa Mesa , California 



Half-day Intensive Training Sessions, Short Sessions, 
and Provocative Conversations with Writers, Editors, Scientists, 
and Other Medical Communicators 
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AMWA 2017 Pacific Coast Conference Program 


Friday, April 21, 2017 

6:00 - 8:00 pm Welcome Poolside Reception (registrants only) 

Saturday, April 22, 2017 

7:30 am Registration opens 

8:00 - 9:00 am Continental Breakfast and Conference Welcome 

Intensive training Sessions (3 hours) 

Short Sessions (1.25 hours) 

9:00-12:00 pm 

Intensive Training Session 1: The Editing Clinic: 
Tips for Better Editing 

Marianne Mallia, ELS, MWC, Mayo Clinic, 

Scottsdale, AZ 

9:00 - 10:15 am 

Short Session 1: Regulatory Requirements and 

Best Practices for European Clinical Evaluation 
Reports (CERs). The Role of the Medical Writer. 

Jim Lutz, MS, CCRA, Lutz Consulting, LLC, 

Buellton, CA 

Kim Walker, MS FRAPS, RAC (US, EU), Kim Walker 
Consulting, Orange County, CA 

10:15 - 10:45 am Mid-morning Break - Promenade Reception Area 

Intensive Training Session 1 continued 

10:45 - 12:00 pm 

Short Session 2: What’s Different About 

Regulatory Writing for Biologies? 

Aaron Van Etten, MS, Independent Regulatory Writer, 
Newbury Park, CA 

12:15 - 1:45 pm Lunch (includes networking event) 

1:45 - 4:45 pm 

Intensive Training Session 2: Everything You 

Need to Know About MS Word and Adobe Acrobat 
to Prepare for FDA’s Upcoming eCTD Mandates. 

Antoinette Azevedo, President, eSubmission 

Solutions, Sage Submissions, RegDocs 365, 

San Diego, CA 

1:45 - 3:00 pm 

Short Session 3: Evaluating and Reporting 
Pharmacokinetic Results in Clinical Trials 

Michelle Smith, MA, Merck, Omaha, NE 

3:00 - 3:30 pm Afternoon Break - Promenade Reception Area 

Intensive Training Session 2 continued 

3:30-4:45 pm 

Short Session 4: Freelance Medical Writer 
Considerations (panel discussion) 

Susan Vintilla-Friedman, MCW, 

Vintilla Communications, LLC, Carlsbad, CA 

Donna Simcoe, MS, MBA, CMPP, 

Simcoe Consultants, Inc., San Diego, CA 

Heather S. Oliff, PhD, Science Consulting Group, 

LLC, North Tustin, CA 

5:30 pm Chapter Greet-and-Go Dinner in South Coast Plaza 

(pay on your own, not included in registration fee) 

8:00 pm Theatre Outing "The Siegel", South Coast Repertory (separate fee) 


Note: Sessions will be occurring simultaneously. Attendees have their choice of attending either an 
intensive training or 2 short sessions in the morning and afternoon parts of the meeting. 
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General Conference Information 

Registration 

Registration fees include poolside reception, breakfast, break refreshments and lunch. Parking is 
complimentary. Each short session and intensive training session has an additional charge (see last 
page). Guest tickets to the Friday evening reception may be purchased for $30. 

Conference registration is an online process. Payments accepted include VISA, MasterCard, and 
American Express. Onsite registration and onsite updates to individual itinerary can only be 
accommodated by check or cash. 

If you need to cancel your conference registration, you must send an e-mail to treasurer@amwa- 
pacsw.org to cancel registration and request a refund by April 15, 2017. Refunds will be issued through 
your method of payment, less a non-transferrable $25 registration cancellation fee. No refunds are 
available for cancellations after April 15, 2017. No refunds or credits will be given for failure to attend, 
late arrival, unattended events, or early departure. 

Accommodations 

The AMWA 2017 Pacific Coast Conference will take place at the Crowne Plaza Hotel (3131 Bristol Street, 
Costa Mesa California, 92704; http://www.cpcostamesa.com/). The hotel is ideally located close to 
Disneyland and Knotts Berry Farm theme parks, vibrant coastal towns, premier shops and restaurants at 
South Coast Plaza, and a preeminent performing arts center. 

Discounted room rates ($129 per night) are available until March 22, 2017 for Conference attendees. To 
make a reservation, follow this link: AMWA Pacific Coast Conference Reservations (The group code will 
display as “AMW”; please enter the dates of your stay and click on the “Book” button). 

Travel Information 

From the airport: The Crowne Plaza Hotel offers a complimentary shuttle to/from the John Wayne 
Orange County airport (SNA). Call the hotel Front Desk at (714) 557-3000 to request the shuttle (5:30 am 
to 10:30 pm). 

By car: From Interstate Highway 405, take the Bristol Street exit 9B, turn West onto Bristol Street, and 
turn right in 141 feet into the Crowne Plaza. Free parking is available both outside and in a covered 
parking structure. 

Theatre Outing, South Coast Repertory Theatre (separate fee) 

Join us Saturday April 22, 2017 at 8 pm to attend the world premiere of “The Siegel”, an irresistible 
comedy about modern love and the need to go back in order to move forward, at the South Coast 
Repertory, Orange County's Tony Award-winning theatre (http://www.scr.org/). Written by Michael Mitnick 
and directed by Casey Stangi, “The Siegel” is a recipient of an Edgerton Foundation New American Plays 
Award, granted by Theatre Communications Group, the national organization for theatre. A limited 
number of tickets are available at the nonrefundable group discount price of $58 and can be purchased 
by following this link: AMWA 2017 Pacific Coast Conference Night at the Theatre . Tickets will be 
distributed the evening of the performance. Free transportation from the theatre back to the hotel will be 
provided. 

AMWA Medical Writing Certification Examination (separate fee) 

The MWC™ Exam will be offered prior to the AMWA 2017 Pacific Coast Conference on April 21, 2017 at 
the Crowne Plaza Hotel and will be administered by AMWA’s Medical Writing Certification Commission. If 
you are interested in taking the exam, visit AMWA’s website, http://www.amwa.org/mwc . for instructions 
on how to apply and register. Please note that the application deadline for this exam is March 10, 2017. 
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Descriptions of Short Sessions and Intensive Training 

Short Session 1: Regulatory Requirements and Best Practices for European Clinical Evaluation 
Reports (CERs) The Role of the Medical Writer (1.25 hours) 

Clinical Evaluation Reports (CERs) are a relatively new requirement for medical devices sold into the 
European Union (EU). Since December 2009, all medical devices, regardless of risk or classification, 
require a compliant CER to be available for audit. The CER is an objective and thorough assessment and 
analysis of clinical evidence pertaining to the device to verify its safety and performance. A CER is 
required to obtain a CE mark and must be periodically updated as new information becomes available. 
While the CER is technically a series of related documents, it is best described as a process by which 
these documents are generated. CER best practices are systematic and transparent reviews of clinical 
evidence and should be conducted in a scientific and replicable manner and follow a well-defined 
standard operating procedure. 

This presentation is intended to provide the medical writer with a basic understanding of the regulatory 
framework driving the need for CERs and an overview of best practices for their generation. With the 
June 2016 issuance of MEDDEV 2.7.1 Rev 4 and the coming Medical Device Regulations (MDRs), there 
are sweeping new changes coming to the EU medical device industry which create an opportunity for 
medical writers, and there is currently a shortage of qualified writers with CER knowledge and 
experience. Jim Lutz, MS, CCRA, Lutz Consulting LLC and Kim Walker MS FRAPS, RAC, Kim Walker 
Consulting 


Short Session 2: What’s Different About Regulatory Writing for Biologies? (1.25 hours) 

The presentation will summarize how biologies, particularly therapeutic proteins, are different from 
traditional small molecule drugs; how these differences affect the clinical programs for these products; 
and how these differences ultimately affect the regulatory writer’s work. Examples of clinical development 
of therapeutic proteins will be briefly discussed. Orphan drugs, many of which are biologic therapeutics, 
will also be discussed. Aaron Van Etten, MS, Independent Regulatory Writer 


Short Session 3: Evaluating and reporting pharmacokinetic results in clinical trials (1.25 hours) 

Learning howto report PK results for trials with simple to medium-complexity PK objectives can add 
relevant depth to the regulatory writer's portfolio of skills. This seminar will give a high-level overview of 
basic PK concepts to prepare regulatory medical writers to provide appropriate interpretation and 
summaries of PK results. Michelle Smith, MA, Merck 


Short Session 4: Freelance Medical Writer Considerations (1.25 hours) 

Join a panel of freelance medical writers to discuss topics to consider if you are thinking about entering 
into freelance writing or already have a thriving freelance writing company. Topics will include which 
business structure to use including an analysis of fees/taxes for different business structures, whether to 
charge hourly vs flat fee rate, apps that may help freelance writers, project management skills, etc. Panel 
members include: Susan Vintilla-Friedman. MCW, Vintilla Communications. LLC, Donna Simcoe, MS, 
MBA, CMPP, Simcoe Consultants. Inc., and Heather S. Oliff, PhD, Science Consulting Group, LLC 


Intensive Training Session 1: The Editing Clinic: Tips for Better Editing (3 hours) 

In this interactive session, the leader will present tips that you can use to improve the editing of your own 
and others’ documents, including some finer points of grammar and style. What you’ll learn should make 
an immediate difference in your ability to prepare a document that is clear and concise. Group work will 
allow participants to practice their skills. Marianne Mallia. ELS, MWC, Editor. Mavo Clinic 



AW P Qc 'fr c 

Inii t% South w 
ERSVVA PkrW, 

ion t Ti L-nOpT< 


Southwest 
l Chapter 


Intensive Training Session 2: Everything You Need to Know About MS Word and Adobe Acrobat 
to Prepare for FDA’s Upcoming eCTD Mandates (3 hours) 

This half-day session will provide hands-on training on the use of MS Word and Adobe Acrobat for 
preparing documents for eCTD Submissions. FDA has mandated that all commercial DMFs, ANDAs, 
NDAs and BLAs must be submitted in eCTD format from May 5, 2017. Commercial INDs must be 
submitted in eCTD format from May 5, 2018. No exceptions will be granted from these mandates. The 
foundation skills for preparing eCTD submissions are found in the correct use of Microsoft Word and 
Adobe Acrobat to meet the PDF requirements for documents submitted in eCTD submissions. 

Students who wish to participate in the hands-on training will be required to bring a laptop computer 
with an RJ45 port (i.e., no tablets).to this session. They will be provided with remote access to a cloud 
environment pre-configured with MS Word and Adobe Acrobat Professional, with MS Word templates 
optimized for eCTD PDF compliance. 

Antoinette Azevedo, President e-SubmissionsSolutions.com and Sage Submissions will lead this training. 
Information for this training follows: 

• Students who do not wish to use a computer but would like to attend are welcome to enroll. 

• Please bring a mouse for greatest efficiency for this training . 

• Please assure that you have Remote Desktop Connection software running on vour computer. 

• You must be able to connect your computer to RJ45 Ethernet - be advised that you may need 
to purchase an adaptor! This is how you will connect to the training environment which will feature 
optimized performance when using an RJ45 Ethernet connection. RJ45 is a type of connector on the 
back or side of laptop computers required for hard-wired Ethernet connection. It looks similar to a 
telephone jack, but is slightly wider. iPads and tablets do not have RJ45 ports. Some of newer 
laptops and MacBook Pro do not have RJ45 ports. Therefore, to use these computers you must 
purchase an adapter that plugs into your laptop computer connect a RJ45 cable to the RJ45 port on 
the adapter. Here are adapters available on Amazon (https://www.amazon.com/HDE-Speed- 
Ethernet-Network-Adapter/dp/B009GHJQF0') . Users who wish to use a MacBook Pro can go to this 
web site to determine if their computer can support an adapter https://support.apple.com/en- 
US/HT201163 . 

An adaptor for a PC: 



For older laptops, you can plug the ethernet cable directly into the side or back of the computer: 
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AMWA 2017 Pacific Coast Conference Registration 

To register for the conference, use the following link: AMWA 2017 Pacific Coast Conference 
Registration . Payment by VISA, MasterCard, or American Express accepted. 


Conference Fees 



Registered by 

February 28, 2017 

Registered by 

April 15, 2017 

Item 

Member 

Nonmember 

Member 

Nonmember 

Conference Registration 

$165 

$195 

$195 

$225 

Short Sessions 

Clinical Evaluation Report 

$10 

$15 

$15 

$20 

What’s Different About Regulatory Writing 
for Biologies? 

$10 

$15 

$15 

$20 

Evaluating and Reporting Pharmacokinetic 
Results in Clinical Trials 

$10 

$15 

$15 

$20 

Freelance Medical Writer Considerations 

$10 

$15 

$15 

$20 

Intensive Training Sessions 

The Editing Clinic 

$125 

$150 

$150 

$175 

Everything You Need to Know About MS 
Word and Adobe Acrobat to Prepare for 
FDA’s Upcoming eCTD Mandates* 

$125 

$150 

$150 

$175 


*Prerequisite: To participate in hands-on training, students must bring a laptop (no tablets) 
with ethernet connectivity (RJ-45) capability and Remote Desktop Connection software 
running. It may be necessary to purchase an adaptor prior to the conference (adaptors will not 
be provided). For more information refer to page 5. Students who do not wish to use a 
computer but would like to attend are welcome to enroll. 


Be sure to provide your name and affiliation exactly as you want them to appear on your conference 
name badge. Also, please indicate if we may publish your phone number and email address in the 
conference syllabus. 

Please also note that the lunch is buffet-style and offers vegetarian options. Gluten-free requirements can 
be accommodated with advance notice, please contact conference organizers. 


FOR QUESTIONS PLEASE CONTACT THE CONFERENCE ORGANIZERS 

E-mail Jenny Grodberg (jenny.grodberg@gmail.com) or Jacki Dyck-Jones (jdyckjones@gmail.com) 


SEE YOU IN COSTA MESA! 


